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THE ASSIBTANT SZCRETARY OF DEFENSE
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wSaLTR AFFAIRS

Henorabla Jasas O, Nason, M.D.
Aspistant Sacrstary 23z Health
Departaent of Health ard Human Servicaes

wastingten, D.C. 20202

Dear Doctor Masen: ;

l

This 1i» to follow up on discussions dt Dod and HHS personnel
over tie Past woeks. As you know, the mesoranduz of
understanding Between DoD and the Food and Druy Administration
recogaises “"gpecial Dod regquirecants SO t sational dafense
conalderagions.® Operation Desert Shield [presents such special
Dod requirenants.

Sur contingancy plarning in Desert Shisld hag had %0 take
- into astount endenic diseases ia the arsd :and the well=publicizsd
cpaDilitiss of the Iraqi allitary with respect te chamical and
biological veapona. Yor some of these risdks, we have detarminad
that the best Pravantive or therspeutis t¥estnent calls for the
uge 0° p:cdu-:a nov uhder ':rv-s:-gutionai new drug® (IND)
pzotocols ¢f the FDA. !

Thase ara nct axotlis new drugs: :-lsc drugs have wolil-
establisned usas s;lshouqh ir contexts somewha:t differant f-om
ur requiremanta) and' Are balieved by medical pegsannel {n doth
297 and T2A to be snfe. Tor sxampla, one:product gonsists of a

. very ccamoaly used drug packaged ia a special intramuscular
injector te naxe 1L cseadily useadls 2y soldiers on the
batilielisld., Another exasple invelves a 1|0¢$ﬂl long recognizad
by the Canters for Disesass Conzzol as the! Prizacy preaveative
treatment avallablas for a particular diges @, But the relative
1n-=-qu-acy of its use has slowed the acchmulacion of sufficient
inmunogeniclity data to yet support full ijicansing of the procuct.
Still anccther emample involves a drug iR tommon use at a
PEsticular dosage level, But o presarva dlertness of ths
s0lliers, we prefer a lewverrdosage tadlat, which iz no= an POA
ipPIoved product. DA personnel have baan extromely cooperative
and BUPPOTLIVE in zevimwing sur pruposed protocols for theso
psoducts, Juicxly providing favorsblo responaea te all of our
suonlssions to dIza. :
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FOA assisTance i3 8lso nesded on the iseve 3L iaforoec
eonsent. Undaer the Pedarasl Tesd, 2530 and. Coamatie Aet, c=he
ganeral rule is thac, -sgardless of the charactar of tha Zaditic
svidance, ARy use 6f an IXD, whsther peimarily fer
investigational pusposss cor prinacily for Lresatment purpesss,
mist be preceded By eozaining LnZorzed coasent f£o9m the patient.
The STtACUS® authorises exceptisns, hewsever; whkan ths medics.
profassicnala acdainigtaring ths product "deem it not Lexsible® t3
ebtaln inforzad consent. |

Cur planairg for Dasert Shisldg concingencies 'Mas conviacad
us that another ¢ircumstancs shouid ba recognized $n the FDA
regulstion in which {t would be consistent; with the gtatuts and
‘sghlcally approptiata for medicsl p:uéunoibaall.:o “"daam it not
feasitle” to obtain informad consant of SAR patient == that
elizsunstance deing the existence of militaby combat exigenciss,
couplad with & <¢eterminaticn that the use nf the product is ir
the best interest of the individual. By the tazk “militasy
combat exigancias”, we 3ean mLilitary combat (actusd o
chrestenad) circuzscancas {n which the haaltil of the iladivicual,
the safety ©f other personnel and the acconplishment of tha
allitary aisalen requizs that & Particular treastsest be provided
to 1 specifiad gooup of military parsoanel, without regard to
vhat aight Le any Individusl’'s parsonzl poefsrence for no
trsatreant OFr for aoms alimraativs t:&lt&.ﬂt.

In all peaceti=e sppilizstions, We Delisve strongly in
internad consent and i%s ethical founuasicis. 1In pesacetlime
appiicatzions, we randily agrse T2 tsl. milizary perscnnel, as
provided in TFDA’s regulations, that reseazch is involved, chat
shezo may be riske or dipcomfor:ss, that partizipation is
voluniazry and that refusal to participgze :will lavelve no
penaliy. But allitary coabat is diffarant,  If a soldier’s life
vill be endangesed by nexvs ¢as, for examplas, it iz a0t
asceptable from a militsxy standpoint to defar to vhatavar might
bes the soldier’s persozal prefusuncs coneerning & praventive or
tharapeutic treatsent thats might save his . life, avoid -
sndangernant of The other personnel in nis unit snd accemplish
the oomsat missicn. Based on unalsersblerequizamenss ¢f cbe
ailitary field commandar, L& 19 not an Option to excuss & noa~
¢consensing aoldier from the ailitary missien, nor woule it De
defans.ble millzarlly == er ocnlcaily == to sangd tho scldier
unprotected ince danger. .

To :hose familiar with milisary camming cequirsnents, this
18, &7 ccurse, alementazy. 1t {s alse very salidly estadliashed
in Lew LhTough A number ©F Supremz Couet Cases astadblizhing that
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speciii milisary exigencies sometines must superasds NOT3al
rights anad poceduses that appiy in the sivilian conmunily.
Consistent with this, long-standing military Fegulsticas stats
snat 2ilitazy mepders aay be required to qudbmit to nedical zass
decar=zined necasssTy to Dressrve life, alleviate suffering or

protect tha healtk of others, i

Suonh epecial military suthority carcsias with it special
responsibility for the well=bdeing of the ailitary personnsl
invelved, Thus, we propose speaific procedural linitations on
the "not feasidle® waiver ¢f informad cohsent based on millitary
genbat exigencies. ¥e proposs that dacisions on waiving ingorsed
censent be made on & aase-by~case baeis by the Commissioner,
assuzing 4n objective review ocutside eof military channals of all
percinent iaformation aad an indspsndent validation of ths
special cizcunstancss.pteasnted. furthez; we propese the
following specific limitzticons: 1) that r:ug-br—drug requasts
for waiver be acooxpanigd by writted justificaction based on the
intended uses and the military Siscumstances inviived; 2) thet
no satisfactory siteraative treatmeant i svalladble; 3} that
available safety and effigacy data support ths prepossd use of
the drug OF biclogic product; 4) TRAR ealh suck requast be
approved by tie spplicable Ded :noeteueie?al Asviav Board; and

$) that ths waivess be tinpe-lialged. :

To ISCAp, we Bave Nnothing exotic in the vorks, %a are
methodically planning for & range ¢2 pedical sseatRent
contingencies in Cperaticn Dasert 3hield Sorrespoading to the
predistable Madical zroblems that might ac-ise. 3one 02 these
contingensies require the avallability of preducta now “ﬂd.tmiﬂn_w
PICTOCOLE.. Tor preducts that will be in Ehe best interests of.
the patients, ailitary ceabat exigencias pay justify deeaming it |
act Zeasible $O cdbtain infermed eonsent.  FCA/3 fequlation should
provide the mschanisz, subject to appropridte limizations, for
DeD to raQuest on a druy-BDy-drug busis, and the Commisaioner to
decide, that a4 waiver Do granted in cases in which it is
sstadlished that ailitary Ocmbat exigancies make that negessacy.

e

Your ccoperatien and assistance ia éli.s regazrd is
4pFTeciated. : '
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